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SUBJECT: FDA ADVISORY - INACCURATE READINGS WHEN USING 
PH/BLOOD GAS SYSTEM (RECALL T 075-8) 

1 . EDA ADVISES OF THE FOLLOWING: 
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A. PRODUCT INVOLVED: CORNING MEDICAL MODEL 175 PH/BLOOD 
GAS SYSTEM 

B. PRODUCT IDENTIFICATION - THE CORNING MEDICAL MODEL 175 
PH/BLOOD GAS SYSTEM IS MANUEACTURED AND DISTRIBUTED BY 
CORNING MEDICAL, A DIVISION OE CORNING GLASSWORKS, 

MEDFIELD, MA 02052. THE INSTRUMENT MEASURES PH, PCO 2 
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AND PO 2 OF BLOOD AND CALCULATES BICARBONATE, BASE 
EXCESS, OXYGEN SATURATION AND OXYGEN CONTENT OF THE 
SAMPLE. ALL SERIAL NUMBERS ARE INVOLVED. 

C. MANUEACTURING/RECALLING EIRM - CORNING MEDICAL, DIVI- 
SION OE CORNING GLASSWORKS, INDUSTRIAL PARK, NORTH 
STREET, MEDEIELD, MA 02052 

2. REASON EOR RECALL: THE CORNING MEDICAL MODEL 175 
PH/BLOOD GAS SYSTEM DIRECTLY MEASURES BLOOD PH, PCO 2 
AND P02 USING DEFINED ELECTRODE SYSTEMS. EROM THESE 
DIRECT MEASUREMENTS, THE INSTRUMENT CALCULATES THE NON- 
MEASUREABLE PARAMETERS; BICARBONATE, BASE EXCESS, OXYGEN 
CONTENT, AND OXYGEN SATURATION. THE EQUATIONS USED IN 
THESE CALCULATIONS ARE DESCRIBED IN THE SCIENTIEIC 
LITERATURE. THIS INSTRUMENT IS NORMALLY USED TO GENERATE 
VALUES AT THE MEASURING TEMPERATURE OE 37.0 DEGREES C. 

THE INSTRUMENT HAS THE ADDED EEATURE OE ENTERING ACTUAL 
PATIENT TEMPERATURE AND GENERATING VALUES OF PH AND BLOOD 
GASES CORRECTED EOR THE ENTERED TEMPERATURE. AN EXAMPLE 
OE A SITUATION IN WHICH THIS WOULD BE DESIREABLE IS OPEN 
HEART SURGERY DURING WHICH PATIENTS ARE HYPOTHERMIC. 

THE LITERATURE DESCRIBES THE EORMULAS USED TO CORRECT 
THE MEASURED PARAMETERS (PH, PCO 2 AND PO 2) FOR PATIENT 
TEMPERATURE. HOWEVER, THE SCIENTIEIC COMMUNITY HAS 
QUESTIONED THE VALIDITY OE GENERATING VALUES EOR THE 
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NONMEASUREABLE PARAMETERS (BICARBONATE, BASE EXCESS, 

OXYGEN CONTENT AND OXYGEN SATURATION) EROM THE TEMPERATURE 
CORRECTED VALUES OE PH, PCO 2 AND PO 2. THE EIRM HAS 
CONTACTED AT LEAST TWO MEMBERS OF THE SCIENTIEIC COMMUN- 
ITY CONSIDERED TO BE THE MOST KNOWLEDGEABLE IN BLOOD GAS 
STUDIES. THEIR OPINION WAS THAT TEMPERATURE CORRECTION 
EOR THE NONMEASUREABLE PARAMETERS IS INAPPROPRIATE. 

BECAUSE OE THESE OPINIONS, THE FIRM HAS DECIDED TO DELETE 
THIS EEATURE OE TEMPERATURE CORRECTION EOR NONMEASUREABLE 
PARAMETERS FROM THE INSTRUMENT. THERE HAVE BEEN NO 
INJURIES OR DEATHS CONNECTED WITH THIS PROBLEM. 

3. POSTS ARE REQUESTED TO CONTACT EOREIGN CONSIGNEES 
TO DETERMINE IE THEY HAVE RECEIVED "RECALL" INEORMATION 
CONCERNING THIS MEDICAL DEVICE AND EIELD MODIEICATION 
PROCEDURES. ANY QUESTIONS CONSIGNEES MAY HAVE SHOULD 
BE SENT FIRM ATTN: MR. DENNIS CARLSON. 

4. CONSIGNEES AS EOLLOWS: 

CORNING MEDICAL TOSCOPTY LIMITED 

DIVISION OF CORNING LIMITED P. O. BOX 245 
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CHURCH LANE, HAWTHORNE 3122 

ESSEX, ENGLAND VICTORIA, AUSTRALIA 

MINISTRY OF HEALTH CELM CIAXA 
CAIRO, EGYPT POSTAL 4022 

SAO PAULO, 10307 
SP BRAZIL 

CORNING INTERNATIONAL SERVICES 
KOWA BLDG 16 - ANNEX 9-20 
AKASAKA 1-CHOME 
MINATO-KU TOKYO 
JAPAN 
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FISHER SCIENTIFIC 
1 1 1 SCOTIA COURT 
WHITBY, ONTARIO 

FISHER SCIENTIFIC COMPANY, LIMITED 
196 WEST THIRD AVENUE 
VANCOUVER, B.C. 

FISHER SCIENTIFIC COMPANY, LIMITED 

P. O. BOX 1020 

8505 DEVONSHIRE ROAD 

TOWN OF MOUNT ROYAL 

MONTREAL, QUEBEC H3C2X3. CHRISTOPHER 
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